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FOR ACTION 
 
RECOMMENDATION 1 
 
That the Board of Pharmacy approve the request from the Community Health 
Accreditation Program (CHAP) that pharmacies accredited by CHAP are exempt from 
licensure pursuant to Business and Professions Code section 4127.1(d).  
 
Discussion 
Business and Professions Code section 4127.1(d) requires pharmacies that compound sterile 
injectable drug products to obtain a special pharmacy license from the board.  In order to obtain 
such a license, the pharmacy must first be inspected by the board and found in compliance with 
board standards for sterile compounding.  The bill exempts pharmacies that are accredited by the 
Joint Commission on the Accreditation of Healthcare Organizations or other accreditation 
agencies approved by the board from the license requirements. At the last meeting, the board 
approved Accreditation Commission on Healthcare (ACHC) as an accreditation agency.  
Exempted pharmacies still must comply with board regulations regarding sterile injectable 
compounding, but do not have to obtain a separate license. 
 
At the Licensing Committee meeting, Supervising Inspector Dennis Ming reported that he had 
inspected a CHAP accredited pharmacy and found it to be in compliance.  Based on discussion 
with representatives from CHAP, the Licensing Committee recommended approval contingent 
on a second inspection of a CHAP accredited pharmacy and submission of additional paperwork 
that compares the standards between CHAP and JCAHO.  (Attachment A) 
 
RECOMMENDATION 2 
 
That the Board of Pharmacy support a specialized “clinic” permit for the UC Davis 
Veterinary Medical Teaching Hospital (VMTH). 
 
Discussion 
The VMTH is an academic veterinary clinical training facility as well as a very large, complex 
veterinary practice.  The standard of practice in Veterinary Medicine, as described in the 
Veterinary Practice Act, is the provision of drugs to a client by the veterinarian, through their 
practice, subsequent to a veterinarian-client-patient relationship being established. 
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By 1988, the VMTH had evolved into a very diverse and complex practice.  It was also apparent 
that the centralized pharmacy function was recognized to be extremely important relative to (1) 
consistency of pharmaceutical practice, (2) having the most current pharmaceutical information 
available to its clients (by way of the veterinarians), (3) improving the students’ education 
relative to the most current pharmacy practice and regulations, and (4) having the ability to order 
the appropriate drugs for such a complex practice quickly and efficiently.  These factors led 
VMTH management to the conclusion that the pharmacy activity could best be managed under 
licensure through the Board of Pharmacy, rather than under the auspices of the individual 
veterinarians and Veterinary Practice Act.   
 
At that time, the board determined that the closest fit for licensure was a drug room permit.  This 
is a permit that is issued to hospitals that have less than 100 beds.  Subsequent to an inspection 
last year, it was determined by the board that this permit was not the appropriate licensure, and 
the only option was for licensure as a community pharmacy, which does not fit the needs of the 
VMTH.  The other issue is that VMTH uses many human drugs that are not available through 
veterinary drug wholesalers and human drug wholesalers are making business decisions not to 
sell the drugs to VMTH even though pharmacy law does not preclude them from doing so.    
 
Various options were discussed.  An option was suggested that a “specialized” clinic permit be 
designed that would require a consultant pharmacist oversight. It would allow for a common 
stock and provide a means for the VMTH to obtain a DEA permit.  This option would require 
legislation.  
 
RECOMMENDATION 3 
 
That the Board of Pharmacy submit comments to the ACPE regarding its requirements for 
registration as a pharmacy technician and the ability for pharmacy technician “trainees” to 
obtain practical experience in a pharmacy. 
 
Discussion 
ACPE has initiated a profession-wide dialog concerning the possible development of national 
standards and an accreditation process for pharmacy technician education and training.  ACPE is 
the national agency for the accreditation of professional degree programs in pharmacy and 
providers of continuing pharmaceutical education. 
 
The decision on whether or not to proceed with the development of national standards will be 
decided at ACPE’s meeting in January 2004.  If the decision is to establish a national standard, 
then ACPE anticipates that the process, from initiation to implementation will take about three 
years.   
 
ACPE has invited organizations and individuals to submit written comments by October 31, 
2003, that would be considered during its discussion.  It was suggested that the board submit 
written comment to advise ACPE of California’s education and training requirements for 
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registration and the  “pharmacy technician trainee” designee that allows practical training for the 
technician. (Attachment B) 
 

No Action 
 

Implementation of the Licensure and Inspection Program for Pharmacies that Compound 
Injectable Sterile Drug Products 
 
A pharmacy that compounds injectable sterile drug products that is not accredited by the JCAHO 
or ACHC must by licensed by the Board of Pharmacy by July 1, 2003.  For the prior four 
months, board staff have been implementing this program.  Application forms have been 
developed, programming for licensing records performed, training of staff provided in 
processing applications and conducting inspections and information sessions with the profession 
conducted.   
 
Applications are on the board’s Web site for downloading.  A self-assessment form has been 
developed so that pharmacies can review what elements inspectors will check during inspections.  
There have been a number of questions asked of diverse board staff regarding compliance and 
the process. The board has also sent a letter to all state boards of pharmacy, advising them of 
California’s requirements.  It was suggested to send this information to the already licensed 
nonresident pharmacies.   
 
To assure that the board inspects all sites possible before July 1, all inspectors have been 
assigned these inspections as a priority assignment.   It was reported that as of June 23, 2003, the 
board had received 103 applications. 
 
Of the 103 applications, inspectors completed 76 inspections (75%) with the remainder to be 
completed before June 27, 2003.  Of the 76 inspections completed, 59 pharmacy sites (78%) 
have been approved for licensure and are compliance with CCR section 1751 (including 4 non-
resident applications).  Nineteen out of 76 applications (25%) were placed on hold pending 
corrections to come into compliance with CCR 1751.  Four (4) applications were found to be 
accredited by JCAHO and their applications were withdrawn. 
 
Summary of inspector activities and highlights: 
 

• All inspectors completed a one-day training session on conducting sterile compounding 
inspections.  

• The supervising inspector for the program completed inspection assignments with each 
inspector to monitor uniformity and consistency in conducting the sterile compounding 
inspections. 

• All inspectors have been assigned sterile compounding inspections throughout the state 
and these inspections were made a priority. 

• Inspectors have been provided a standard format for preparing sterile compounding 
inspection reports. 
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• A compliance/non-compliance checklist was developed based upon CCR 1751 and used 
by inspectors to evaluate the pharmacies compliance with the regulation and is available 
on the board’s web site for the licensee’s own self assessment. 

• A FAQ section on sterile compounding was developed and is on the board’s web site. 
• Applications for the sterile compounding license have been statewide as far north as 

Eureka and south to San Diego.   
• Northern California applications have centered in the Bay area and Sacramento.   
• Southern California applications have centered primarily in Los Angeles and Orange 

counties with a few in Riverside and San Diego. 
• Approximately 10 pharmacies have purchased a commercially available policy and 

procedure for sterile compounding.  These versions have been found unacceptable due to 
the generic characteristic of the manual.  Pharmacies who have submitted “canned” 
policies and procedures have been contacted with suggestions for revision to make the 
document specific for their operation.  The author of the manual was contacted and 
advised of the issues. 

• The following areas of partial or non-compliance discovered during the sterile 
compounding inspections have resulted in withholding the issuance of sterile 
compounding licenses until corrections have been documented:  incomplete policies and 
procedure manuals, lack or incomplete cleaning logs, lack or incomplete equipment 
calibration logs (pumps, balances, sterilizers, incubators, refrigerators etc), lack or 
incomplete personnel training/competency documentation, lack or incomplete patient 
records (some items are difficult for community pharmacies to obtain),  presence of 
porous ceiling tiles over the preparation area (regulation requires non-porous ceiling 
tiles), lack or incomplete process validation documentation, and lack or incomplete end-
product testing for sterility and quantitative analysis.  One pharmacy was found to use 
expired drugs to compound injectable medications (a violation was issued).  

• Follow-up telephone calls were made to the PIC one week after the inspection to remind 
them to submit the requested information.  The licensees have been receptive to the 
corrections and guidance provided during and after the inspections.  The pharmacies have 
complied in a timely manner with providing the requested documents and/or revisions, 
which has resulted in a relative high number of approved applications for sterile 
compounding licenses.  

 
It is anticipated that the board will receive a large number of applications during the last week of 
June. It will not be possible to inspect all of the late applications prior to July 1st and will require 
a sustained effort by the inspectors after this time period to complete the inspection portion of the 
licensing process. 
 
The board staff specifically Supervising Inspector Dennis Ming and the inspectors have taken 
extraordinary efforts to ensure that pharmacies are licensed by July 1, so that patient care is not 
interrupted.  
 
As determined by the board at its October 2002 meeting, the existing regulations for 
compounding parenterals is the standard the board is enforcing with respect to licensure.  
Meanwhile, the board is promulgating additional regulations to deal with requirements for 
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compounding injectables from nonsterile ingredients.  At the April 2003 meeting, changes to this 
regulation were adopted and released for 15 days of comment.  The responses were due June 
19th.  These new requirements will take effect in January 2005, if the regulation is approved.  
 
Report from the Ad Hoc Committee on Pharmaceutical Benefit Managers (PBM) 
Regulation – Discussion of Recommendations 
 
At the January meeting, the board created the Ad Hoc Committee on Pharmaceutical Benefit 
Managers (PBMs) Regulation.  This committee is comprised of the board’s public members and 
is functioning under the auspices of the Licensing Committee.  The first meeting was held March 
4, 2003, and the second meeting June 4th.  Board member  Dave Fong facilitated both meetings 
and both were well attended.  The meeting on June 4th, focused on the development of a 
formulary, prescription drug coverage, the P&T Committee process and the role of costs in 
establishing formularies.   
 
The committee determined that it would discuss recommendations as to the regulation of 
PBMs at the July Board meeting.  To guide the board in this discussion, sample questions 
from a “Sunrise Questionnaire” that is used by the Department of Consumer Affairs and 
Senate Business and Professions Committee is provided. This questionnaire is designed to 
assist proponents of new state boards or new categories of licensed professionals to collect 
and organize information that is necessary for an objective evaluation. The questionnaire is 
required pursuant to Government Code Sections 9148.4 and 9148.10.  (Attachment C) 
 
The Sunrise Questionnaire is typically used for proposed licensure of a new occupational or 
professional group.  The questionnaire is intended to determine the merits of the 
governmental regulation and the demonstrated need that licensure and regulation is necessary 
to protect the public. The questions in the following areas should guide the board in making 
its decision regarding regulation. 

o Unregulated practice of this occupation will harm or endanger the 
public health safety and welfare 

o Existing protections available to the consumer are insufficient 
o No alternatives to regulation will adequately protect the public 
o Regulation will mitigate existing problems 

 
Meeting Summary of June 24, 2003 (Attachment D) 
 
Application/Licensing Statistics (Attachment E) 
 
Competency Committee Report (Attachment F) 
 
The pharmacist licensure examination was given June 17th and 18th, at the San Jose Convention 
center.  It was the largest examination ever.  Over 1,300 applicants took the exam. 
 
Final Report on Committee Goals for 2002/03 (Attachment G) 
 



 
 
 
 
 
 
 
 

Attachment A 
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July 8, 2003 
 
Patricia Harris 
Executive Officer 
California State Board of Pharmacy 
 
RE: Community Health Accreditation Program Inc. (CHAP) 
 
Introduction: 
 
The Community Health Accreditation Program (CHAP) is an independent evaluating body for 
home and community health care organizations.  It has been accrediting home care organizations 
since 1965.  In 1987, CHAP became a fully independent subsidiary of the National League for 
Nursing.  CHAP is committed to ensuring that home and community health care providers 
adhere to the highest standards of excellence, and those standards are maintained through 
specific guidance for self-improvement. 
 
CHAP currently accredits organizations throughout the United States, Hawaii, and Puerto Rico.  
There are currently 35 accredited pharmacies located in 14 states.   
 
In California, CHAP has accredited the following pharmacies: 
 
Since November 2001: 
Homecare Preferred Choice, Inc, dba Beverly Home Care Infusion Services, Monrovia 
Homecare Preferred Choice, Inc, dba Beverly Home Care Infusion Services, Loma Linda 
 
Since October, 2002 
Children’s Home Care, Glendale 
 
A CHAP introduction document was obtained that described the organization goals and 
objectives and accreditation process (Exhibit I).   
 
On June 20, 2003, a Board of Pharmacy inspection was conducted at a CHAP accredited facility, 
Children’s Home Care Pharmacy located within Children’s Hospital of Los Angeles.  This 
facility specialized in providing intravenous solutions and injections for pediatric patients 
discharged from the acute care hospital. 
 
Purpose: 
 
 The purpose of the inspection was to determine if CHAP pharmacy standards were a viable 
option to Joint Commission Accreditation of Healthcare Organizations (JCAHO) and to the 
Accreditation Commission on Healthcare (ACHC) standards for the purpose of compliance with 
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Business and Professions Code Section 4127.1, subdivision (d): Pharmacies operated by entities 
that are licensed by either the board or the State Department of Health Services and that have 
current accreditation from the Joint Commission on Accreditation of Healthcare Organizations, 
or other private accreditation agencies approved by the board, are exempt from the requirement 
to obtain a license pursuant to this section. 
 
Findings: 
 

A. Standards Review 
 
A crosswalk matrix comparing JCAHO and ACHC standards with CHAP standards was 
obtained (exhibit 2).  The following standards were reviewed for comparable standards between 
the three agencies: Organization and Administration, Program Service Operations, Fiscal 
Management, Personnel Management, Client Service/Care Management, Quality Outcomes 
Management, Risk Management: Infection Control and Safety, Clinical Respiratory Services, 
Home Medical Equipment Services, Rehabilitation Technology Supplier Services, Fitter 
Services and Pharmacy Services (pages 18, 19 & 20, exhibit 2). 
 
As with JCAHO and ACHC standards, many of the CHAP standards regarding medication use 
were also inter-woven into the other major categories to demonstrate a continuity of services 
throughout the organization. 
 

• Describe scope of pharmacy services (JCAHO LD.10, ACHC 838A, CHAP DII.4) 
• Pharmacy Services were compliant with pharmacy law and regulations (JCAHO HR.3.1, 

TX.3, LD.5, ACHC 838A, CHAP CI2a, DI2a, DI.2b, DII4d, DII4, DII5c) 
• Training and education of staff preparing pharmaceuticals were documented (JCAHO 

hr.3.1, HR.4, ACHC 846, CHAP DI.3b, DI3c, DIII 1, DIII1a, DIII1d, DIII1c) 
• Describe the preparation and compounding of medications (JCAHO TX.5.1, ACHC 846, 

CHAP DII4e, DIII4i, DIII7, DIII7a, DIII3, DIII3a, DIII3d) 
• Personnel were qualified to prepare and compound medications (JCAHO HR.3.1, HR.4, 

ACHC 846A, CHAP DIII1b, DIII1d, DIII1e) 
• Describe the compounding environment and procedures (JCAHO TX.5.1, ACHC 846B, 

CHAP DIII3e, DIII3f, DIII3g) 
• A written plan for drug compounding was present (JCAHO TX.5.1, ACHC 846C, CHAP 

DII7) 
• Cleaning and disinfecting procedures were present (JCAHO EC.3.1, ACHC 846D, 

CHAP DIII3a, DIII3d, DIII3g, DII7, DII4) 
• A process to identify, monitor and report adverse drug reactions was present JCAHO 

TX.6.5, ACHC 844C, CHAP DII4b, DII6, DII6a) 
• A process to recall medications was present (JCAHO TX.5.4, ACHC 845 A,B, CHAP 

DII7b1) 
• A process to educate the client (external and internal) based on the plan of care was 

present (JCHAO PF.1, PF.1.1, PF.2. PF .3, PF.3.1, PF .3.2, PF.3.4, PF.3.5, PF.3.6, ACHC 
842F, CHAP DII7b3, DII7c, DII1a) 
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B. Pharmacy Standards Workbook 
 
Prior to a scheduled survey, CHAP provides the facility with a series of workbook to be used as 
a self-assessment of operations relative to CHAP standards.  The workbooks cover three major 
areas of operations: the CORE Standards, Infusion Standards, and Pharmacy Standards. Analysis 
of the pharmacy workbook showed a detailed methodology to determine compliance with CHAP 
standards.  The pharmacy director completes the workbook and is provided an opportunity to 
come into compliance prior to the survey.  The workbooks are returned to CHAPs and reviewed 
by a surveyor.  This information, in conjunction with direct observation during the site survey 
process, is used by the surveyor to generate a report. 

 
C. Survey Report  

 
A blank CHAP Survey Report was obtained (exhibit 3).  The report is divided into the following 
sections: Organizational Strengths, Organizational Challenges, Organization Summary, 
Commendations (exceeded the requirements), Required Action (non-compliance with immediate 
correction), Previously Cited Required Action Now Met, Previously Cited Required Actions Not 
Met, and Recommendations.  
 
A copy of the CHAP survey report for Children’s Home Care Pharmacy was obtained (exhibit 
4).  On page 13 and 14 of 14, there were two recommendations for Children’s Home Care 
Pharmacy operations: identification of strategies and monitoring parameters to improve the 
quality of service (process improvement), and separation of clean supplies from the storage 
areas. 
 
During the board inspection of Children’s Home Care Pharmacy, the workbook was reviewed 
with the pharmacy director and compared to California Code of Regulations Section 1751.  
Several observations were made and corrections ordered to bring the pharmacy into full 
compliance with CCR 1751.  Specifically, the requirement for non-porous ceiling tiles over the 
sterile compounding area, documentation of calibration of equipment such as IV pumps, 
documentation of cleaning processes, and documentation of pharmacist verification of pharmacy 
technician work on compounding worksheets.  These corrections were brought into compliance 
by the pharmacy director on June 27, 2003, and a sterile compounding license was subsequently 
issued. 
 

D. Board of Pharmacy Compliance Factors for Accreditation Agencies: 
 
In compliance with Board of Pharmacy requirements for consideration as an alternative 
accreditation agency, CHAP submitted a response to each required factor.  The results are 
summarized as follows: 

 
• Periodic Inspections: CHAP conducts a full comprehensive site visit to pharmacies at 

least once every three years. 
• Documented Accreditation Standards: Three sets of standards are used to survey a 

site: CORE Standards, Infusion Standards and Pharmacy Standards.  CHAP standards 
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have been recognized by JCAHO as being comparable in definition and expectations 
(exhibit 5). 

• Evaluation of Surveyor’s Qualifications: CHAP requires pharmacy surveyors to have 
the following minimum qualifications: registration as a licensed pharmacist, 5 years 
experience in pharmacy management, current experience in community-based or 
infusion-based compounding pharmacy services, demonstration of strong analytical, 
consultative, conflict resolution, mediation and written/verbal articulation skills, 
demonstration of experience with an accreditation process, and successful completion 
of a CHAP Site Visitor training program and four practicum site visits. 

• Acceptance by Major California Payors: CHAP is accepted by all California payors 
as well as all national payors with the exception of one payor in Southwestern 
Pennsylvania. 

• Unannounced Inspections of California Accredited Sites: An unannounced inspection 
was conducted by a board inspector of a CHAP accredited site and found to be in 
compliance and a sterile compounding license was issued. 

• Board Access to Accreditor’s Report on Individual Pharmacies: A copy of the CHAP 
survey report was made available to the board inspector. 

• Length of Time the Accrediting Organization has been operating: CHAP has been 
operational since 1965.  

• Ability to Accredit Out-of-State Pharmacies: CHAP currently accredits organizations 
throughout the United States, Hawaii, and Puerto Rico (35 in 14 states). 

 
Summary: 
 
The CHAP pharmacy standards were reviewed found comparable to JCAHO and ACHC 
standards.  CHAP appears to be in compliance with the factors required by the Board of 
Pharmacy for consideration as an alternative accreditation agency.  Review of policies and 
procedures at the Children’s Home Care Pharmacy/CHAP accredited site, were found complete 
and in compliance with California regulations.  JCAHO has recognized CHAP’s standards as 
comparable in definition and expectations/outcome.  
 
During a meeting of the Board of Pharmacy Licensing Committee on June 24, 2003, 
representatives from CHAP were provided a copy of the board’s Sterile Compounding Checklist 
developed from the California Code of Regulations Section 1751 on Parenteral Therapy for 
informational purposes.   It is recommended that each accreditation agency approved by the 
board, be provided copies of the checklist as a reference to ensure compliance of the pharmacies 
accredited by the respective agency relative to California regulations on sterile compounding. 
 
 
Submitted by: 
 
 
Dennis L. Ming, Pharm.D. 
Supervising Inspector 
California State Board of Pharmacy 
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LICENSING COMMITTEE 
AD-HOC Committee on Pharmaceutical Benefit Managers (PBMs) Regulation 

 
Meeting Summary 

 
DATE:   June 4, 2003 
    
TIME:   9:00 a.m.  –   12 noon 

 
LOCATION:   400 Street, Suite 4070 
    Sacramento CA  95814 
 
 
Ad Hoc Committee Members:  Bill Powers, Public Member 

Andrea Zinder, Public Member (absent) 
Caleb Zia, Ex-Officio Member 
 

 
Board Member and Facilitator: Dave Fong, Pharm.D. 
      
 
Staff Present:    Patricia Harris, Executive Officer 
     Ronald Diedrich, Deputy Attorney General 
 
Introductions 
 
Board member Dave Fong stated that the purpose of the ad-hoc committee is to gather facts to 
determine whether PBMs should be regulated.  This means the board must demonstrate that the 
purpose of regulation is necessary to protect the public and ensure patient safety.  Another reason 
to regulate would be if the PBM activities were considered the practice of pharmacy.   
 
The committee held its first meeting in March.  This second meeting is to explore the 
development of formularies, the requirements of the Pharmacy & Therapeutics (P & T) 
Committees including the qualifications of its members, the process used by the PBM to select 
the drugs that are on the formulary and how cost factors in this selection process.  It was 
explained that a formulary is a pre-approved list of prescription drugs established by the PBM 
through a P & T Committee process.  
 
Dr. Fong added that his role is facilitator for this ad hoc committee.  The committee is comprised 
of the board’s public members and is functioning under the auspices of the Licensing 
Committee.  He also explained that Board President John Jones asked former public board 
member Caleb Zia to continue to serve on this committee as an ex-officio member.     
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Dr. Fong stated that guest speakers were invited to speak on the topic of formulary development.   
 
Department of Managed Health Care (DMHC) 
 
Warren Barnes, Legal Counsel at DMHC stated that they regulate Knox-Keene health care 
service plans.  DMHC’s experience with PBMs is indirect with no authority to regulate PBMs, 
IPAs or medical groups.  However, the department’s regulation of health care service plans has a 
significant indirect effect on PBMs because PBMs subcontract with health care service plans to 
manage the pharmacy benefit for its enrollees. The department does not regulate the financial 
solvency of the PBM nor any of the activities that the PBM is engaged in.   
 
California does not require that a health care service plan provide an outpatient drug benefit.  
However, if the health plan provides this benefit, then DMHC regulates the benefit.  The plan 
must cover all medically necessary drugs. Historically, pharmaceutical benefits have been 
provided on a two-tier basis. Currently, the vast majority of health plans have added a third tier 
of prescription drug coverage that includes any drug that is basically FDA approved and its 
prescribed use is consistent with standards of practice. With a three-tier plan, patients have broad 
access to and choice of prescription drugs, but pay different co-payments (i.e. the lowest co-pay 
is for generic drugs; the next highest co-pay is for formulary or preferred drugs; the highest co-
pay is for “non-preferred” and non-formulary drugs). 
 
While DMHC does not regulate the development of a formulary, the health plan must offer an 
appeal process for non-covered drugs based on medical necessity.  This is an independent 
medical review by a neutral third party. Mr. Barnes reported that state approval is required for 
the drug benefit design and any significant changes to the plan design or administration of the 
program.  If a plan has a prescription benefit and wants to either limit the benefit in any way or 
exclude any drug, then it has to submit a material modification to DMHC to get approval for the 
change. The material modification is a formal process that requires approval before the change to 
the prescription benefit can be implemented.  If the plan can prove that DMHC approved a 
change, then the enrollee cannot appeal a plan’s decision for non-coverage.  

 
Mr. Barnes noted that the Department of Insurance regulates insurance companies that provide 
health benefits. Self-funded employer welfare benefit plans (which also provides drug benefits) 
are under the jurisdiction of the U.S. Department of Labor, which regulates activities such as 
claims payment, member appeals and coverage decisions.  While PBM activities related to such 
plans are governed by the client’s compliance with these standards, these other agencies do not 
have the same regulatory oversight over drug benefits, as does the DMHC.  However, it was 
noted that the Department of Labor recently issued regulations that were specific to medical 
exceptions and non-covered benefits including pharmacy benefits that require the PBM or 
employer to accept complaints, appeals, and grievances. 
 
Department of Health Services – Medi-Cal 
 
Doug Hillblom, Chief of the Medi-Cal Contracts Section, spoke on the Medi-Cal fee-for-service 
program for prescription drugs.  He stated that it is a prior authorization program that is 
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permitted by the federal Medicaid laws. This means every drug product is available to Medicaid 
beneficiaries through prior authorization.  California has a list of contract drugs that do not 
require prior authorization.  This is a supplemental contract to the CMS Medicaid rebates. 
California has the largest supplemental rebate program in the nation.   
 
The federal Medicare program has a different purpose than a PBM.  Medi-Cal’s purpose is to 
ensure access for eligible patients while controlling costs.  In many instances, Medi-Cal will 
have multiple products in a class of drugs while the private insurer may have one. A private 
insurer may have a co-payment arrangement.  While Medi-Cal does have a co-payment of $1 per 
prescription, if the beneficiary cannot afford the $1, the provider cannot deny service.    
 
California has in law a list of 5 criteria that must be used to review every drug. They are:  
essential need (what is the essential need of that drug product as compared to the current list of 
drugs), safety (safety of comparable products), efficacy, misuse potential (more appropriate 
alternative than costly use as first line for therapy), and cost.  He stated there are two processes 
for review.  The first review involves the therapeutic category.  Information on the each drug is 
reviewed for the five criteria.  If there is not any substantial therapeutic difference, then all the 
drugs will be placed on the formulary.  If there is a substantial cost difference, then it will not be 
placed on the formulary.  However, the physician can still prescribe the drug but must obtain a 
treatment authorization review (TAR) for approval to prescribe the drug.    
 
The provider submits the TAR, which must include the diagnosis and the drug therapy that has 
been tried or considered.  A pharmacist then reviews the TAR.  Approximately 220,000 TARs 
are received a month.  The review process takes 24 hours and approximately 10% are rejected.   
 
Dr. Hillblom explained that the Medi-Cal process is open.  What is not open is the contract 
information.  This is proprietary information because disclosure would limit the manufacturer’s 
ability to be competitive in the marketplace.  DHS also has a Medi-Cal Advisory Committee 
comprised of physicians and pharmacists that advises DHS on formulary issues.  
 
DHS is able to lower the price of drugs due to its ability to move market share.  However, unlike 
the private sector, Medicaid has state and federal mandated price controls. 
   
Mr. Hillblom stated that Medicaid is guaranteed rebates.  Drug prices are based on the best price.  
The best price is based on the market place.  For example, a PBM negotiates a price with a drug 
manufacturer for an innovator drug that is the lowest price in the nation.  This negotiated price 
then becomes the best price for Medicaid.  Then Medicaid takes the average manufacturer’s 
price minus 15.1 percent and compares it to the best price.  Whichever rebate is greater becomes 
the Medicaid rebate.  This is the initial point of negotiations for the supplemental rebate.  The 
drug manufacturer has a contract with the federal government that discloses the best price and to 
ensure compliance, the manufacturer may be subject to audit by the Office of the Inspector 
General.    
 
Concerns were raised about comparing the Medicaid program to the commercial market. 
Because the rules for Medicaid are so restrictive, all drugs are placed on prior authorization and 
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then negotiated off to be placed on the formulary.  To require a prior authorization for private 
healthcare would be costly.  While the goals for the public and private sector are the same to 
provide quality and affordable prescription benefits, the private insurer does this with a 
formulary and an appeal process for medically necessary drugs not covered by the formulary.   
 
 
Caremark – PBM 
Joseph Addigo introduced himself as the Chief Medical Officer for Caremark, Chair of 
Caremark’s P&T Committee and a licensed California physician.  Caremark administers the 
pharmacy benefits for CalPERS.  Caremark has a network of 55,000 pharmacies.  
 
Dr. Addigo discussed the October 2000 document title Principles of a Sound Drug Formulary 
System as a template for his presentation.  He stated that Caremark uses this document as the 
basis for its formulary process.  He emphasized that the P&T committee process is not just 
developing a list of drugs.  It is an ongoing, day-to-day management process for quality and cost 
control to ensure patient access to good medical care.  The committee meetings are live and 
regular.  There are special meetings in addition to scheduled monthly and quarterly meetings and 
Caremark has an infrastructure that supports this process. 
 
The goal of the formulary process is to provide patients with the highest quality of care with 
minimal hassle to the physician and a system that supports the doctor-patient relationship.   
Caremark has a P & T Committee with a diverse and demographically represented membership.  
It is a 17-member committee. There are 13 voting members that are active practitioners.  Eleven 
are physicians and 2 members are pharmacists.  The 4 non-voting members are Caremark 
employees. The members are kept anonymous so that the pharmaceutical industry does not know 
who is on the committee.   
 
The P & T Committee has a standardized series of documents that are used to review all the 
medical information for every single formulary decision.  There is a cadre of pharmacists who 
are the power behind developing all the data that P&T voting committee reviews.  The 
pharmacists develop significant monographs, perform extensive literature searches, and review 
all the research on each drug.  If the committee doesn’t have a member with expertise in a 
specific area, then they have a guest consultant who is and who can provide in-depth review.  
 
Once the P & T Committee makes a decision and the quality of the drugs being considered 
therapeutically equivalent, then cost becomes a factor.  If there is a product that is proven 
clinically and scientifically better, that drug is placed on the formulary even if it is more 
expensive. 
 
A comment was made that there is an ongoing hassle factor for pharmacists when a prescription 
drug is no longer covered on the formulary or the co-pay has changed.  Usually the patient is 
unaware of the change at the time the prescription is being filled.  Caremark responded that when 
a drug is removed from the formulary for safety reasons, this information is immediately 
communicated to the plan, the patients and the providers. While Caremark added that it has a 
communication system in place to keep everyone informed of any changes, they agreed that 
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there is always room for improvement.  Until the entire prescribing and dispensing process is 
electronic, it is going to be difficult to completely eliminate this problem.  However, Caremark 
felt that by using a tiered formulary system, very few drugs are not covered and while the drugs 
might be available but at a different co-payment, this system tends to remove some of the hassle 
factors as well.   
 
Caremark stated that it has a national formulary and drug lists that are fine tuned even further for 
some clients.   Ultimately, it is the client who decides on the drug benefit design.  Only a small 
percentage of Caremark’s clients make changes to the preferred product listing.  These changes 
are typically found in the lifestyle drugs.   
 
The PBM clients (who are the employers) also look at how the PBM manages the plan. The 
clients are identifying the value of the preferred product listing process and look to see if the 
PBM has misaligned incentives or relationships with the pharmaceutical manufacturer.  
Caremark is an independent PBM and is not associated with a pharmaceutical manufacturer.  
Caremark’s business model demonstrates the importance of quality first and then focuses on the 
financial value of the process.  Caremark encourages generics and mail service because of the 
deeper discounts.  The clients usually have consultants that advise them on the benefit design.  
The client looks to see how the PBM manages the product component and the utilization and 
what clinical management programs are in place to ensure appropriate drug therapy.  Today the 
clients are much more sophisticated and the PBM must demonstrate its value on a variety of 
fronts.  
 
Concern was expressed regarding the relationship of some PBMs with the drug manufacturers 
and that the rebates or cost savings are not being passed on to the client.  It was expressed that 
formulary decisions are based on cost factors only after the safety, efficacy and therapeutic need 
have been established.  It was stated that the drug manufacturer is the vendor, while the employer 
is the client.  It is the PBM’s responsibility to get the best price for its client. Caremark’s 
business model negotiates with pharmaceutical companies and takes their discount arrangements 
in the form of a discount from cost of goods sold.  Dr. Yargerman stated that they do not accept 
administrative fees. Caremark builds a financial package depending on each individual client’s 
needs and what is competitive in the marketplace that provides the best benefit design for the 
client.    
 
Dr. Addigo stated that it his and Caremark’s perspective that the guidelines and process that they 
follow to develop a formulary is so highly unbiased and clinically credible because the 
physicians and pharmacists of the P&T Committee make the decisions. The pharmacists and 
physicians should be making the formulary decisions separate and apart from any financial 
considerations and negotiations.  It is in the best interest of the client to develop a formulary 
based on quality and then separately and independently negotiate the price. The PBM is able to 
do this and keep prices competitive for the client through an effective formulary process. 
 
  



 6

Additional Comments  
It was suggested that the Board of Pharmacy take a leadership role and facilitate meetings with 
employers, PBMs, and providers to improve communications so that the “noise” is minimized at 
the pharmacy level.  It was noted that there is such a coalition at the national level that involves 
many of the national pharmacy organizations.  
 
A statement was made that employers have not been represented at these meetings and it is 
unknown if they are unhappy with PBMs and the process. Dr. Fong responded that the Pacific 
Business Group and CalPERs were invited.    
 
A comment was made that the committee also has not heard from the unhappy patients who learn 
that a drug that was covered last month is no longer covered, or is covered but at a higher co-pay.  
It is the pharmacist and pharmacy personnel that are on the receiving end of the patient’s 
unhappiness, not the PBM.  It is the pharmacy staff that becomes the representative of the PBM.   
 
It was also noted that the reason for the ground swell for regulation by pharmacy providers is 
because they are unhappy with their inability to negotiate for the reimbursement rate.  The 
pharmacy provider is told by the PBM -- here is the contract and you have 14 days to sign if you 
want to participate in the network.  Also, resident pharmacies are not given the same opportunity 
to compete with the mail service pharmacies in a network.   
 
The PBM must balance the needs of the employer who wants to control costs and the patient 
who wants access.  The board’s responsibility is to ensure patient safety and the quality of care 
and patient safety. 
 
Recommendations 
The committee stated that it would discuss recommendations at the July board meeting. 
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GOVERNMENT and LAW  
Another state passes law to regulate PBMs  
A new Maine law, signed by the governor in June, establishes ethical standards for 
pharmaceutical benefit managers, including requiring the full disclosure of potential 
conflicts of interest.  
 
"The law's most significant element is that it makes very clear that PBMs have a fiduciary
responsibility to the people they contract with," said John Rector, general counsel for 
the National Community Pharmacists Association. "Lately, PBMs have been claiming in suits 
against them that they have no such duty."  
 
The Maine legislation, titled "An Act to Protect Against Unfair Prescription Drug 
Practices," is the third state law in a little over a year to address the governance of 
PBMs, and it is the most far-reaching. A Georgia law adopted in May 2002 requires PBMs to 
be licensed by the state board of pharmacy. A Maryland law adopted this May requires the 
state insurance commissioner to examine PBMs at least every three years.  
 
The net effect of both laws, and the Maine law, is to bring PBM practices under the 
scrutiny of the state regulators, said Rector. "The legislatures wanted to be confident 
that PBMs are not abusing their discretion and are acting in the best interest of their 
clients and, ultimately, the consumers," he said.  
 
Alleged abuse of discretion is an issue confronting PBMs, which are accused by many 
pharmacists and some consumer groups of switching drugs only for financial gain and 
without regard to patient welfare. The accusations are incorrect and legislation to 
control PBMs is ill advised, claims Phil Blando, VP for public affairs of the 
Pharmaceutical Care Management Association, a PBM lobbying organization in Washington, 
D.C. "Laws like the Maine law have the unintended consequence of driving up the price of 
drugs by trying to control the ability of PBMs to negotiate the best possible price for 
consumers," he argued.  
 
PBMs play a powerful role in drug distribution. The three largest PBMs—Medco Health 
Solutions, AdvancePCS, and Express Scripts—collectively managed nearly half of the $132 
billion prescription market in 2001 and all have business ties to large pharmaceutical 
companies.  
 
Medco Health Solutions in Franklin Lakes, N.J., which managed 21% of Rxs filled in 2001, 
is a subsidiary of pharmaceutical company Merck & Co. (Merck is expected to divest Medco 
later this year, but Merck officials have said the PBM will continue to promote Merck 
products.) AdvancePCS in Irving, Texas, with 15% of the 2001 market, owns a subsidiary 
that conducts trials for large pharmaceutical companies and gives vouchers to doctors for 
about 35 brand drugs. Express Scripts in St. Louis, with 11% of the 2001 market, recently 
bought a company that distributes to doctors free samples of brand drugs and literature 
for large pharmaceutical companies.  
 
The PBMs have been accused by pharmacist and consumer organizations in several class 
action suits of pocketing large profits by acting as middlemen for some brand and generic 
manufacturers and keeping rebate profits rather than passing savings to their clients. In 
March, a suit filed in State Superior Court in Los Angeles by the American Federation of 



State, County & Municipal Employees, which represents 1.3 million public employees 
nationwide, and the Boston consumer group Prescription Access Litigation alleged unfair 
market practices by the three big PBMs, and a fourth, Caremark Rx in Birmingham, Ala. The 
plaintiffs claim secret deals between the PBMs and drugmakers have forced consumers and 
public employees to pay exorbitant prices for Rx drugs.  
 
"PBMs have been keeping their clients in the dark," commented Robert Morrissette, past 
president and spokesman for the Maine Pharmacy Association in South Portland. "Some have 
been switching consumers to more expensive drugs for their own profit." A separate new 
Maine law requires R.Ph.s to disclose to consumers in writing the retail cost of a drug. 
Morrissette said that the law, which his organization believes may not be effective, is 
intended to encourage consumer awareness of the high cost of branded medications.  
 
The Maine PBM law is quite specific in governing PBM conduct. It spells out their 
fiduciary duties, for example, prohibiting third-party contractual relationships 
inconsistent with the best interest of PBM clients. It requires the disclosure of any 
financial terms between a PBM and a manufacturer and requires the agreement of prescribers
before a PBM may switch an Rx drug to be dispensed to a consumer. Under the law, PBM 
profits based on the volume of drugs sold or as a result of substitution of drugs must be 
passed to consumers. Violations of the law are violations of the Maine Unfair Trade 
Practices Act, with fines of up to $10,000 per incident.  
 
"PBMs have not been acting in the best interest of those hiring them, and one important 
part of the law is that they may be sued by private citizens in Maine," said Rector. "We 
believe this legislation is a very big deal for how PBMs will be forced to behave in the 
future." About 20 states are considering similar legislation, he added.  
 
Martin Sipkoff  
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Be it enacted by the People of the State of Maine as follows:

 Sec. 1.  22 MRSA c. 603, sub-c. 4 is enacted to read: 

SUBCHAPTER 4

PRESCRIPTION DRUG PRACTICES

§2699.  Prescription drug practices

 Pharmacy benefits managers shall and contracts for pharmacy 
benefits management must comply with the requirements of this 
section.

1.  Definitions.  As used in this chapter, unless the context 
otherwise indicates, the following terms have the following 
meanings.

A.  "Covered entity" means a nonprofit hospital or medical 
service organization, insurer, health coverage plan or 
health maintenance organization licensed pursuant to Title 
24 or 24-A; a health program administered by the department 
or the State in the capacity of provider of health coverage; 
or an employer, labor union or other group of persons 
organized in the State that provides health coverage to 
covered individuals who are employed or reside in the State.  
"Covered entity" does not include a health plan that 
provides coverage only for accidental injury, specified 
disease, hospital indemnity, Medicare supplement, disability 
income or other long-term care.

B.  "Covered individual" means a member, participant, 
enrollee, contract holder or policy holder or beneficiary of 
a covered entity who is provided health coverage by the 
covered entity.  "Covered individual" includes a dependent 
or other person provided health coverage through a policy, 
contract or plan for a covered individual.

C.  "ERISA" means the Employee Retirement Income Security 
Act of 1974, 29 United States Code, Sections 1001 to 1461 
(1988).

D.  "Generic drug" means a chemically equivalent copy of a 
brand-name drug with an expired patent.

E.  "Labeler" means an entity or person that receives 
prescription drugs from a manufacturer or wholesaler and 
repackages those drugs for later retail sale and that has a 
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labeler code from the federal Food and Drug Administration 
under 21 Code of Federal Regulations, 270.20 (1999).
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F.  "Pharmacy benefits management" means the procurement of 
prescription drugs at a negotiated rate for dispensation 
within this State to covered individuals, the administration 
or management of prescription drug benefits provided by a 
covered entity for the benefit of covered individuals or any 
of the following services provided with regard to the 
administration of pharmacy benefits:

 (1)  Mail service pharmacy;

 (2)  Claims processing, retail network management and 
payment of claims to pharmacies for prescription drugs 
dispensed to covered individuals;

 (3)  Clinical management formulary development and 
management services;

 (4)  Rebate contracting and administration;

 (5)  Certain patient compliance, therapeutic 
intervention and generic substitution programs; and

 (6)  Disease management programs.

G.  "Pharmacy benefits manager" means an entity that 
performs pharmacy benefits management.  "Pharmacy benefits 
manager" includes a person or entity acting for a pharmacy 
benefits manager in a contractual or employment relationship 
in the performance of pharmacy benefits management for a 
covered entity and includes mail service pharmacy.

2. Required practices.  A pharmacy benefits manager owes a 
fiduciary duty to a covered entity and covered individuals and 
shall discharge that duty in accordance with the provisions of 
ERISA, state and federal law and this section.

A.  A pharmacy benefits manager shall perform its duties 
with care, skill, prudence and diligence and in accordance 
with the standards of conduct applicable to a fiduciary in 
an enterprise of a like character and with like aims.

B.  A pharmacy benefits manager shall discharge its duties 
with respect to the covered entity and covered individuals 
solely in the interests of the covered individuals and for 
the primary purpose of providing benefits to covered 
individuals and defraying reasonable expenses of 
administering health plans.

C.  A pharmacy benefits manager shall notify the covered 
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entity in writing of any activity, policy or practice of the 
pharmacy benefits manager that directly or indirectly presents 
any conflict of interest with the duties imposed by this 
subsection.

D.  A pharmacy benefits manager shall provide to a covered 
entity all financial and utilization information requested 
by the covered entity relating to the provision of benefits 
to covered individuals through that covered entity and all 
financial and utilization information relating to services 
to that covered entity.  A pharmacy benefits manager 
providing information under this paragraph may designate 
that material as confidential. Information designated as 
confidential by a pharmacy benefits manager and provided to 
a covered entity under this paragraph may not be disclosed 
to any person without the consent of the pharmacy benefits 
manager, except that disclosure may be made in a court 
filing under the Maine Unfair Trade Practices Act or when 
authorized by that Act or ordered by a court of this State 
for good cause shown.

E.  With regard to the dispensation of a substitute 
prescription drug for a prescribed drug to a covered 
individual the following provisions apply.

 (1)  The pharmacy benefits manager may substitute a 
lower-priced generic drug for a higher-priced 
prescribed drug.

 (2)  The pharmacy benefits manager may not substitute 
a higher-priced generic drug for a lower-priced 
prescribed drug.

 (3)  The pharmacy benefits manager shall consult with 
the prescribing health professional or that person's 
authorized representative and shall:

 (a) Disclose the costs of both drugs to the 
covered individual and the covered entity and any 
benefit or payment directly or indirectly accruing 
to the pharmacy benefits manager as a result of 
the substitution; and

 (b) Obtain the approval of the prescribing health 
professional or that person's authorized 
representative for the substitution.
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 (4)  The pharmacy benefits manager shall transfer in full to the 
covered entity or covered individuals any benefit or payment 
received in any form by the pharmacy 
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benefits manager as a result of the prescription drug 
substitution.

F.  A pharmacy benefits manager that derives any payment or 
benefit for the dispensation of prescription drugs within 
the State based on volume of sales for certain prescription 
drugs or classes or brands of drugs within the State shall 
pass that payment or benefit on in full to the covered 
entity or covered individuals.

G.  A pharmacy benefits manager shall disclose to the 
covered entity all financial terms and arrangements for 
remuneration of any kind that apply between the pharmacy 
benefits manager and any prescription drug manufacturer or 
labeler, including, without limitation, formulary management 
and drug-switch programs, educational support, claims 
processing and pharmacy network fees that are charged from 
retail pharmacies and data sales fees.

3.  Prohibition.  A pharmacy benefits manager may not in a 
contract with a covered entity or a prescription drug 
manufacturer or labeler accept or agree to an obligation that is 
inconsistent with the fiduciary duties imposed by subsection 2, 
ERISA or other state or federal law.

4.  Waiver prohibited.  Any agreement to waive the provisions 
of this section is against public policy and void.

5.  Enforcement.  A violation of this section is a violation 
of the Maine Unfair Trade Practices Act.  Compliance with this 
section may be enforced through private action or action by the 
Attorney General.

A.  A covered entity, covered individual or other person 
injured as a result of a violation of this section is 
eligible to bring a private action as a person pursuant to 
the Unfair Trade Practices Act.

B.  An action by the Attorney General pursuant to this 
subsection is subject to the provisions of this paragraph 
and the Maine Unfair Trade Practices Act.  Each violation of 
this section is a civil violation for which the Attorney 
General may obtain, in addition to other remedies, 
injunctive relief and a fine in an amount not to exceed 
$10,000 per violation, plus the costs of suit, including 
necessary and reasonable investigative costs, reasonable 
expert fees and reasonable attorney's fees.
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SUMMARY

 This bill specifies the fiduciary duties of pharmacy benefits 
managers and the obligation to serve the covered entities with 
whom they contract and the covered individuals provided health 
care benefits by the covered entities.  The bill prohibits 
contractual terms that are inconsistent with the pharmacy 
benefits manager's fiduciary duties.  The bill requires payment 
to a pharmacy benefits manager based on volume of certain drugs 
or as a result of substitution of drugs to be passed on to the 
covered entity or covered individuals.  The bill requires 
disclosure of financial terms that apply between a pharmacy 
benefits manager and a manufacturer or labeler.  The bill 
requires consultation with and agreement of the prescribing 
health professional or a representative of that professional 
before a pharmacy benefits manager may switch a prescription drug 
to be dispensed to a covered individual.  The bill prohibits 
agreements to waive provisions of the law. Violations of the law 
are violations of the Maine Unfair Trade Practices Act and are 
enforceable by private action or the Attorney General. 
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LICENSING COMMITTEE 
Meeting Summary 

 
 
 

DATE:   June 24, 2003 
    
TIME:   9:00 a.m.  –  11:30 a.m. 

 
LOCATION:   Hilton Burbank Airport & Convention Center 
    2500 Hollywood Way 
    Burbank, CA    
 
BOARD MEMBERS Clarence Hiura, Pharm.D., Chair 
    Don Gubbins, Jr., Pharm.D. 
    John Tilley, R.Ph. (absent) 
 
STAFF 
PRESENT:   Patricia Harris, Executive Officer 
    Virginia Herold, Assistant Executive Officer 
    Robert Ratcliff, Supervising Inspector 
    Judi Nurse, Supervising Inspector 
    Dennis Ming, Supervising Inspector 
    Paul Riches, Legislative Analyst 
 
 
 
Call to Order 
 
Committee Chair Clarence Hiura called the meeting to order at 9:00 a.m.  He commended and 
thanked Dr. Fong for the excellent job he did as chair of the Licensing Committee last year. 
 
Update on the Security Breach and Halt of the Administration of the Foreign Pharmacy 
Graduate Equivalency Examination (FPGEE) 
 
Ms. Harris reported that Business and Professions Code section 4200(a)(2)(B) requires an 
applicant who graduated from a foreign pharmacy school to receive a grade satisfactory to the 
board on an examination designed to measure the equivalency of foreign pharmacy education 
with that of domestic graduates. 
 
To meet this requirement, the board relies on the FPGEE developed and administered by 
the National Association of Boards of Pharmacy (NABP).   
 

 
California State Board of Pharmacy STATE AND CONSUMER SERVICES AGENCY
400 R Street, Suite 4070, Sacramento, CA  95814-6237 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 445-5014 GRAY DAVIS, GOVERNOR
Fax (916) 327-6308 
www.pharmacy.ca.gov 
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As a result of the security breach last November, administration of the Foreign Pharmacy 
Graduate Equivalency Examination (FPGEE) was suspended until a new test was developed and 
the investigation was completed.  The new FGPEE test has been developed and was 
administered for the first time June 21, 2003, to approximately 2,100 candidates, The new test is 
not computer based but was given in 4 cities nationwide, including one location in California.  
NABP anticipates results will be released by the end of August.  Over 500 applicants took the 
examination in California. 
 
There is no set date for any subsequent administrations, but NAPB anticipates the next 
administration to be in late 2003 or early 2004. 
 
As reported at the last licensing committee meeting, NABP identified 15 individuals implicated 
to Internet postings which may have caused or contributed to the compromise.  As such the 
scores of those candidates were invalidated.  None of the individuals listed were licensees or had 
pending applications with the board. 
 
 
Update on the Joint Legislative Sunset Review Process Regarding the California 
Pharmacist Licensure Examination (SB 361) 
 
Executive Officer Harris reported that the provisions regarding the use of the national 
examination in California are in SB 361.  This bill passed the Senate and is scheduled for a 
policy hearing in the Assembly Business and Professions Committee on July 1, 2002. 
 
Competency Committee Report on the June 2003 California Pharmacist Licensure 
Examination  
 
Ms. Herold reported that the board administered the pharmacist licensure examination on June 17 
and 18, 2003, at the San Jose Convention and Cultural Facilities.  While 1,336 applicants were 
scheduled to take the examination, 1,284 actually took the exam.   
 
Grading for this exam will be conducted in Sacramento on July 16 and 17, 2003.  Board member 
graders are needed for this administration.  Examination results will be released approximately 
September 1, 2003. The pass rate information will be available at the October 2003 board meeting. 
 
Implementation on the Injectable Sterile Compounding Program for Pharmacies 
 
Ms. Harris reported that on July 1, 2003, any California pharmacy that compounds sterile 
injectable drug products must be licensed by the board as a compounding pharmacy unless the 
pharmacy is accredited by the Joint Commission on Accreditation of Healthcare Organizations 
(JCAHO) or the Accreditation Commission on Healthcare (ACHC). 
 
Additionally any nonresident pharmacy that ships injectable sterile compounded products into 
California that is not licensed as a hospital, home health agency or skilled nursing facility and 



 3

has a current accreditation from JCAHO or ACHC must obtain a nonresident sterile 
compounding license from the board. 
 
When licensure is required, part of the application process requires that the board must inspect 
the pharmacy.  For nonresident pharmacies, the board is required to obtain a copy of the 
inspection report from the state pharmacy licensing agency or accreditation agency.   
 
For the prior four months, board staff have been implementing this program.  Application forms 
have been developed, programming for licensing records performed, training of staff provided in 
processing applications and condition inspections and information sessions with the profession 
conducted.  It as been a team effort, but Supervising Inspector Dennis Ming has been 
instrumental in establishing the program and Suelynn Yee is processing the applications. 
 
Applications are on the board’s Web site for downloading.  A self-assessment form has been 
developed so that pharmacies can review what elements inspectors will check during inspections.  
There have been a number of questions asked of diverse board staff regarding compliance and 
the process.  
 
The board has also sent a letter to all state boards of pharmacy, advising them of California’s 
requirements.  It was suggested to send this information to the already licensed nonresident 
pharmacies.   
 
To assure that the board inspects all sites possible before July 1, all inspectors have been 
assigned these inspections as a priority assignment.   It was reported that as of June 23, 2003, the 
board had received 103 applications. 
 
Of the 103 applications, inspectors completed 76 inspections (75%) with the remainder to be 
completed before June 27, 2003.  Of the 76 inspections completed, 59 pharmacy sites (78%) 
have been approved for licensure and are compliance with CCR section 1751 (including 4 non-
resident applications).  Nineteen out of 76 applications (25%) were placed on hold pending 
corrections to come into compliance with CCR 1751.  Four (4) applications were found to be 
accredited by JCAHO and their applications were withdrawn. 
 
Summary of inspector activities and highlights: 
 

• All inspectors completed a one-day training session on conducting sterile compounding 
inspections.  

• The supervising inspector for the program completed inspection assignments with each 
inspector to monitor uniformity and consistency in conducting the sterile compounding 
inspections. 

• All inspectors have been assigned sterile compounding inspections throughout the state 
and these inspections were made a priority. 

• Inspectors have been provided a standard format for preparing sterile compounding 
inspection reports. 
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• A compliance/non-compliance checklist was developed based upon CCR 1751 and used 
by inspectors to evaluate the pharmacies compliance with the regulation and is available 
on the board’s web site for the licensee’s own self assessment. 

• A FAQ section on sterile compounding was developed and is on the board’s web site. 
• Applications for the sterile compounding license have been statewide as far north as 

Eureka and south to San Diego.   
• Northern California applications have centered in the Bay area and Sacramento.   
• Southern California applications have centered primarily in Los Angeles and Orange 

counties with a few in Riverside and San Diego. 
• Approximately 10 pharmacies have purchased a commercially available policy and 

procedure for sterile compounding.  These versions have been found unacceptable due to 
the generic characteristic of the manual.  Pharmacies who have submitted “canned” 
policies and procedures have been contacted with suggestions for revision to make the 
document specific for their operation.  The author of the manual was contacted and 
advised of the issues. 

• The following areas of partial or non-compliance discovered during the sterile 
compounding inspections have resulted in withholding the issuance of sterile 
compounding licenses until corrections have been documented:  incomplete policies and 
procedure manuals, lack or incomplete cleaning logs, lack or incomplete equipment 
calibration logs (pumps, balances, sterilizers, incubators, refrigerators etc), lack or 
incomplete personnel training/competency documentation, lack or incomplete patient 
records (some items are difficult for community pharmacies to obtain),  presence of 
porous ceiling tiles over the preparation area (regulation requires non-porous ceiling 
tiles), lack or incomplete process validation documentation, and lack or incomplete end-
product testing for sterility and quantitative analysis.  One pharmacy was found to use 
expired drugs to compound injectable medications (a violation was issued).  

• Follow-up telephone calls were made to the PIC one week after the inspection to remind 
them to submit the requested information.  The licensees have been receptive to the 
corrections and guidance provided during and after the inspections.  The pharmacies have 
complied in a timely manner with providing the requested documents and/or revisions, 
which has resulted in a relative high number of approved applications for sterile 
compounding licenses.  

 
It is anticipated that the board will receive a large number of applications during the last week of 
June. It will not be possible to inspect all of the late applications prior to July 1st and will require 
a sustained effort by the inspectors after this time period to complete the inspection portion of the 
licensing process. 
 
Ms. Harris reported that the board staff specifically Supervising Inspector Dennis Ming and the 
inspectors have taken extraordinary efforts to ensure that pharmacies are licensed by July 1, and 
patient care is not interrupted.  
 
As determined by the board at its October 2002 meeting, the existing regulations for 
compounding parenterals is the standard the board is enforcing with respect to licensure.  
Meanwhile, the board is promulgating additional regulations to deal with requirements for 
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compounding injectables from nonsterile ingredients.  At the April 2003 meeting, changes to this 
regulation were adopted and released for 15 days of comment.  The responses were due June 
19th.  These new requirements will take effect in January 2005, if the regulation is approved.  
 
Request for Comments Regarding Program Requirements for Interns 
 
Ms. Harris stated that one of the Licensing Committee’s strategic objectives has been to review 
the requirements for the Intern Program.  Because of other priorities, this committee has not had 
the opportunity to perform such a review. 
 
The purpose of this agenda item is to initiate the review by soliciting comments on how the 
intern program should be updated and streamlined operationally. About 10 years ago, to assist 
the intern and preceptor in complying with the program requirements, the board developed its 
Intern/Preceptor Manual, which is available to on the board’s website.  The regulations 
governing interns are found in CCR 1728(c). 
 
No comments were received in advance of the meeting; however, it was recommended that the 
internship should include experience obtained under protocol with physicians as allowed by 
Business and Professions Code section 4052.  It was recommended that the committee contact 
the 6 schools of pharmacy and invite them to the next meeting to discuss this issue and the 
concern raised at the previous meeting regarding the gap between pharmacy school curriculum 
and the California pharmacist licensure examination 
 
Invitation from ACPE to Comment on Pharmacy Technician Training and Education 
 
ACPE has initiated a profession-wide dialog concerning the possible development of national 
standards and an accreditation process for pharmacy technician education and training.  ACPE is 
the national agency for the accreditation of professional degree programs in pharmacy and 
providers of continuing pharmaceutical education. 
 
The decision on whether or not to proceed with the development of national standards will be 
decided at ACPE’s meeting in January 2004.  If the decision is to establish a national standard, 
then ACPE anticipates that the process, from initiation to implementation will take about three 
years.   
 
ACPE has invited organizations and invidividuals to submit written comments by October 31, 
2003, that should be taken into consideration during this discussion.  It was suggested that the 
board submit written comment to advise ACPE of California’s education and training 
requirements for registration and the  “pharmacy technician trainee” designee that allows 
practical training for the technician. 
 
Request from the UC Davis Veterinary Medical Teaching Hospital (VMTH) for a 
Specialized Pharmacy Permit 
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Pharmacist Gale Moniz and Hospital Administrator Paul Brentson for VMTH appeared before 
the Licensing Committee to discuss the complexity and need for a specialized permit from the 
board.  Prior to the opening of the VMTH as an academic fourth year clinical training facility for 
veterinary medical students in the School of Veterinary Medicine at UC Davis, veterinary 
medicine was modest, and veterinary practices were small in nature (typically a single 
veterinarian practice).  Veterinarians ordered, managed, and dispensed their own drugs.   
 
The VMTH, opened in 1970, was the first to consider the importance of drug management, and 
to incorporate this unique educational emphasis into the program by hiring a pharmacist, and 
centralizing the pharmacy function.  Even though the functions performed at the VMTH 
pharmacy parallel many of those found in human healthcare settings, the emphasis is quite 
different.  The veterinary drugs are used in the clinic (a combination of a veterinary clinic and a 
full service animal hospital) or are dispensed for home or farm administration to the animal 
patient.  
 
The VMTH is an academic veterinary clinical training facility as well as a very large, complex 
veterinary practice.  The standard of practice in Veterinary Medicine, as described in the 
Veterinary Practice Act, is the provision of drugs to a client by the veterinarian, through their 
practice, subsequent to a veterinarian-client-patient relationship being established. 
 
By 1988, it was recognized that the VMTH had evolved into a very diverse and complex 
practice.  It was also apparent that the centralized pharmacy function was recognized to be 
extremely important relative to (1) consistency of pharmaceutical practice, (2) having the most 
current pharmaceutical information available to its clients (by way of the veterinarians), (3) 
improving the students’ education relative to the most current pharmacy practice and regulations, 
and (4) having the ability to order the appropriate drugs for such a complex practice quickly and 
efficiently.  These factors led VMTH management to the conclusion that the pharmacy activity 
could best be managed under licensure through the Board of Pharmacy, rather than under the 
auspices of the individual veterinarians and Veterinary Practice Act.   
 
At that time, the board determined that the closest fit for licensure was a drug room permit.  This 
is a permit that is issued to hospitals that have less than 100 beds.   
 
Subsequent to an inspection last year, it was determined by the board that this permit was not the 
appropriate licensure, and the only option was for licensure as a community pharmacy, which 
does not fit the needs of the VMTH.  The other issue is that VMTH uses many human drugs that 
are not available through veterinary drug wholesalers and human drug wholesalers are making 
business decisions not to sell the drugs to VMTH even though pharmacy law does not preclude 
them from doing so.  Veterinarians are defined as  “prescibers” in pharmacy law.  
 
Various options were discussed.  An option was suggested that a “specialized” clinic permit be 
designed that would require a consultant pharmacist oversight over the drugs and distribution at 
the VMTH.  It would allow for a common stock and provide a means for the VMTH to obtain a 
DEA permit.  This option would require legislation.  
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The committee directed staff to work with VMTH to draft language for a specialized clinic 
permit and agreed to recommend to the board support of this specialized clinic permit.  
 
Request from the Community Health Accreditation Program (CHAP) for Approval that 
Pharmacies Accredited by its Organzation be Exempt from Licensure pursuant to Business 
and Professions Code section 4127.1(d) 
 
Business and Professions Code section 4127.1(d) requires pharmacies that compound sterile 
injectable drug products to obtain a special pharmacy license from the board.  In order to obtain 
such a license, the pharmacy must first be inspected by the board and found in compliance with 
board standards for sterile compounding.  The bill exempts pharmacies that are accredited by the 
Joint Commission on the Accreditation of Healthcare Organizations or other accreditation 
agencies approved by the board from the license requirements. Exempted pharmacies still must 
comply with board regulations regarding sterile injectable compounding, but do not have to 
obtain a separate license.  At the last meeting, the board approved Accreditation Commission on 
Healthcare (ACHC) as an accreditation agency. 
 
The Community Health Care Accreditation Program (CHAP) is also requesting approval as an 
accreditation agency as authorized under current law.  CHAPS is a national non-profit 
accreditation organization established in 1965 to accreditate community-based health care 
organizations.  CHAP currently accredits 35 pharmacies located in 14 states; currently there are 
3 California pharmacies that are CHAP accredited and two have applied for licensure. 
 
At its last meeting, the board recognized the importance of the 8 factors as key considerations as 
it works establishing a standard for analyzing accreditation applications.  They are: 
 
1.  Periodic inspection – The accrediting entity must subject the pharmacy to site inspection and 

re-accreditation at least every three years. 
2.  Documented accreditation standards – The standards for granting accreditation and scoring 

guidelines for those standards must reflect both applicable California law and sound 
professional practice as established by nationally recognized professional or standard setting 
organizations. 

3.  Evaluation of surveyor’s qualifications – The surveyors employed to perform site inspections 
must have demonstrated qualifications to evaluate the professional practices subject to 
accreditation. 

4.  Acceptance by major California payors – Recognition of the accrediting agency by major 
California payors (e.g., HMOs, PPOs, PBGH, CalPERS). 

5.  Unannounced inspection of California accredited sites – The board must conduct 
unannounced inspections of two or more accredited sites and find those sites in satisfactory 
compliance with California law and good professional practice. 

6.  Board access to accreditor’s report on individual pharmacies. 
7.  Length of time the accrediting agency has been operating.   
8.  Ability to accredit out-of-state pharmacies.  Non-resident pharmacies are eligible for licensure 

under the sterile compounding statutes and accreditation should be equally available to both 
resident and non-resident pharmacies. 
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The Licensing Committee discussed the accreditation process with representatives from CHAP.  
Supervising Inspector Dennis Ming reported that he has inspected a CHAP accredited pharmacy 
and found it to be in compliance.  The committee recommended that the board approve CHAP as 
an accreditation agency contingent on the outcome of the next inspection and submission of 
additional paperwork, which is a comparison of standards between CHAP and JCAHO. 
 
Review of Strategic Objectives for 2003/04 
 
The Licensing Committee reviewed the objectives and made some technical corrections. The 
committee discussed exploring special educational requirements for the pharmacists in charge 
(PIC).  Concern was expressed that many newly licensed pharmacists are not taught the skills 
and knowledge required to be a PIC.  Even experience pharmacists are not always aware of the 
expectations and responsibilities expected of the PIC. 
  
Adjournment 
 
Committee Chair Clarence Hiura adjourned the meeting at 11:30 a.m. 
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APPLICATIONS 

             

    Received 

            Pharmacy 36 50 35 40 26 33 21 30 47 51 21 42 432 

            Clinics 8 13 13 7 8 9 9 4 13 22 18 32 156 

            Hospitals 3 5 4 1 2 0 8 0 6 0 3 4 36 

            Nonresident Pharmacy 3 6 8 6 3 3 5 3 5 6 6 8 62 

            Licensed Correctional Facility 0 0 0 1 0 0 0 0 0 0 0 0 1 

            Hypodermic Needles and Syringes 2 1 5 15 1 1 2 1 2 3 4 2 39 

            Out of State Distributor 11 8 10 3 6 6 8 5 5 11 5 11 89 

            Wholesalers 13 7 4 7 11 6 4 11 6 20 6 10 105 

           Veterinary Food-Animal Drug Retailer 0 0 0 0 0 0 0 0 0 0 0 0 0 

            Exemptees 37 53 39 53 37 40 64 66 68 30 46 62 595 

 

     Issued 

            Pharmacy 48 39 35 36 29 37 33 23 33 58 20 39 430 

            Clinics 19 7 8 4 5 11 12 11 8 7 4 16 112 

            Hospital 8 0 4 2 2 0 7 2 5 2 2 1 35 

            Nonresident Pharmacy 3 7 1 4 2 5 3 10 1 3 5 2 46 

            Licensed Correctional Facility 0 0 0 0 0 0 0 0 0 0 0 0 0 

           Hypodermic Needles and Syringes 0 1 0 5 11 1 5 0 2 0 1 4 30 

            Out of State Distributor 7 2 2 8 5 1 4 11 10 11 5 6 72 

            Wholesalers 16 6 1 10 5 4 4 2 6 9 1 2 66 

          Veterinary Food-animal Drug Retailer 1 0 0 0 0 0 0 0 0 0 0 0 1 

           Exemptees 33 33 26 37 18 18 50 37 50 26 44 42 414 
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    Pending 

  

            Pharmacy 70 77 76 80 77 68 56 62 73 65 66 69 69 

            Clinics 30 33 34 37 40 37 34 26 24 36 50 66 66 

            Hospital 35 39 39 38 38 38 39 37 38 36 37 40 40 

            Nonresident Pharmacy 28 26 35 37 38 35 37 29 31 33 34 40 40 

            Licensed Correctional Facility 1 1 0 1 1 1 1 1 1 1 1 1 1 

           Hypodermic Needles and Syringes 3 2 7 16 5 5 1 2 1 4 7 0 0 

            Out of State Distributor 30 36 44 39 39 43 47 48 37 37 11 11 11 

            Wholesalers 33 34 37 34 39 40 39 48 44 53 9 12 12 

           Veterinary Food-Animal Drug Retailer 0 0 0 0 0 0 0 0 0 0 0 0 0 

           Exemptees 54 67 76 87 101 112 109 105 119 123 0 0 0 

 

Change of Pharmacist-in-Charge 

  

            Received 259 191 191 230 204 150 198 157 177 167 147 194 2265 

            Processed 260 120 192 181 168 226 199 186 229 170 142 75 2148 

            Pending 119 190 189 238 274 198 243 214 162 159 164 283 283 

 

Change of Permits 

  

            Received 49 51 48 45 19 70 28 67 28 60 74 46 585 

            Processed 95 46 46 40 34 46 20 44 38 18 64 74 565 

            Pending 163 168 170 175 160 184 192 215 205 247 257 229 229 

 

Discontinuance of Business 

  

            Received 27 23 14 20 15 16 21 26 16 19 7 16 220 

            Processed 16 0 1 0 29 0 33 1 32 16 0 0 128 

            Pending 49 72 85 105 *46 62 50 75 59 62 69 85 85 
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Renewals Received 

  

            Pharmacy/Hospitals 887 824 197 496 291 313 426 619 818 568 78 5517 

            Clinics 66 49 46 47 33 45 76 50 57 61 48 578 

            Nonresident Pharmacy 21 9 10 18 7 13 11 12 10 20 7 138 

            Hypodermic Needles and Syringes 39 15 15 19 28 26 25 11 16 15 14 223 

            Out of State Distributor 35 16 24 22 15 15 31 22 22 17 18 237 

            Wholesalers 57 28 26 37 20 36 46 31 39 35 26 381 

           Veterinary Food-Animal Drug Retailer 5 0 0 0 0 0 0 0 4 1 0 10 

            Exemptees 181 67 83 119 95 105 133 123 139 107 69 1221 

 

*hand count 



 
 
 
 
 
 
 
 

Attachment F 



 
 

NO ACTION 
REPORT ONLY 

 
 

COMPETENCY COMMITEE REPORT TO THE BOARD MEMBERS 
FROM THE LICENSING COMMITTEE 

CLARENCE HIURA, CHAIR 
JULY 7, 2003 

 
 

 
 
1. Report on the June 2003 Examination 
 

On June 17 and 18, 2003, the board administered its June 2003 pharmacist licensure 
examination at the San Jose Convention and Cultural Facilities.  Of the 1336 candidates 
scheduled for the examination, 1284 candidates took the examination. 
 

 Grading for this exam will be conducted in Sacramento on July 16 and 17, 2003.   
Examination results are scheduled to be released approximately September 1, 2003.  Passing 
rate information will be available at the October 2003 board meeting. 

 
 
2. Competency Committee Annual Meeting 
 

The Competency Committee will meet on August 7 and 8, 2003, for its annual meeting.  The 
purpose of the annual meeting is to focus on the long-term goals of the committee and to 
review the examination process with the intent of making improvements, and to work on 
questions for the item bank. 
 
 

3. Report on the January 2004 Examination 
 

On January 13 and 14, 2004, the board will administer its January 2004 pharmacist 
licensure examination at the Hyatt Regency San Francisco Airport Hotel. 

 
 
 

 
 
 
 

Staff Contact:  Debbie Anderson 
(916) 445-5014, ext. 4007 

 
California State Board of Pharmacy STATE AND CONSUMER SERVICES AGENCY
400 R Street, Suite 4070, Sacramento, CA  95814 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 445-5014 GRAY DAVIS, GOVERNOR
Fax (916) 327-6308 
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Quarterly Report 
2002/03 

July 2003 
Final Report 

Licensing  
 
 

Goal 
Ensure the professional qualifications of pharmacists and establish the 
minimum standards for board-licensed facilities. 
 

Imp lemen ta t i on  Respons ib i l i t y  
Licensing Committee and Staff 

 

Strategic Objectives Timeline 

1. Meet performance expectations for processing license 
applications to note deficiencies within 7 days of receipt, 
process deficiency documents within 3 days of receipt and issue 
licenses once deficiencies are corrected within 3 days. 

Ongoing 

 10/02 Licensing data reported at October Board Meeting – 
average time to process provided in Sunset Report. 

 

 11/02 Promoted from within a licensing technician to process 
applications for new compounding licensure program.  
Leaves a clerical vacancy in the facility licensure 
program. 

 

 12/02 Program analyst for facility licensure program retired 
and until position filled, duties were reorganized. 

 

 1/03 Licensing data reported at January Board Meeting.  

 4/03 Licensing data reported at April Board Meeting.  

 7/03 Licensing data reported at July Board Meeting.  

2. Review the Intern program. July 2003 

 7/02 Board approved the sponsorship of legislation to 
authorize the supervision of two interns by a 
pharmacist. 
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Strategic Objectives Timeline 

 10/02 Review of Intern Program scheduled for March 03 
committee meeting. 

 

 3/03 Review of intern program rescheduled for future 
committee meeting when schools of pharmacy 
representatives attend and initial discussions can begin. 

 

 6/03 Requested comments for modifications to Intern 
Program.  No written comments were received.  Will 
request comments from the 6 schools of pharmacy. 

 

3. 

 

 

Review the Technician Registration Program that will include 
the use of the Pharmacy Technician Certification Board (PTCB), 
supervision ratio of all ancillary personnel, and expanded duties 
that a PTCB registered pharmacy technician may perform. 

July 2003 

 9/02 Presentation on PTCB certification process.  

 9/02 Recommended as a qualifier for technician registration:  
PTCB certification, associate degree in pharmacy 
technology only, eliminate “clerk typist” experience and 
clarify training requirements. 

 

 9/02 Recommended pharmacies to supervise 4 ancillary 
personnel in any combination - ancillary personnel 
defined as pharmacist intern, pharmacy technician and 
pharmacy technician trainee. 

 

 10/02 Presentation on the PTCB examination and process to 
Board at its public meeting. 

 

 10/02 Board approved recommended legislation and 
regulation changes to the technician registration 
program. 

 

 10/02 Board approved recommended changes to the ancillary 
ratio and supervision flexibility. 

 

 11/02 Responded to issues raised by the Joint Legislative 
Sunset Review Committee (JLSRC) regarding technician 
program and ratios. 

 

 11/02 Referred the board-approved pharmacy technician and 
ancillary ratios changes to the Legislation/Regulation 
Committee. 

 

 4/03 JLSRC supported board’s proposal to revise registration 
and program requirement (SB 361). 
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Strategic Objectives Timeline 

 5/03 SB 361 passed the Senate.  

 7/03 SB 361 scheduled for hearing in Assembly B&P 
Committee. 

 

4. Increase the ratio on the number of clerk-typists that a 
pharmacist can supervise at his or her discretion. 

July 2003 

 7/02 Board approved regulation change to eliminate clerk-
typist ratio. 

 

 8/02 Proposed regulation change to eliminate clerk typist 
ratio pending with Legislation/Regulation Committee. 

 

 7/03 Proposed regulation change awaiting notice.  

5. Develop language and pursue a regulation change to allow the 
central fill of medication orders for inpatient hospital 
pharmacies. 

July 2003 

 9/02 Discussed proposed language.  Requested interested 
parties to submit modifications to the proposed 
regulation language. 

 

 10/02 Board approved proposed regulation change.  

 11/02 Referred board-approved proposed regulation for 
central fill for hospital pharmacies to the 
Legislation/Regulation Committee. 

 

 4/03 Proposed regulation awaiting notice.  

6. Explore the feasibility of offering the California pharmacist 
licensure examination more than twice a year. 

July 2003 

 9/02 Discussed feasibility and compared costs of offering the 
California exam more than twice a year. 

 

 9/02 Governor signed AB 2165 which requires the Joint 
Legislative Sunset Review Committee to review the 
state’s shortage of pharmacists and a course of action 
to alleviate the shortage including review of the 
licensure examination. 

 

 11/02 Provided data and costs on options regarding the 
pharmacist licensure exam to the Joint Legislative 
Sunset Review Committee. 
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Strategic Objectives Timeline 

 4/03 JLSRC and Department of Consumer Affairs 
recommend that the board adopt the national exam 
(SB 361). 

 

 5/03 SB 361 passed the Senate.  

 7/03 SB 361 scheduled for hearing in the Assembly B&P 
Committee. 

 

7. Assist applicants preparing for the California pharmacists 
licensure examination by developing (or fostering the 
development of) educational programs and information on how 
to prepare for the pharmacist exam and by requesting that 
outside agencies (schools of pharmacy and private educational 
organizations) develop exam workshops that prepare applicants 
for the California Pharmacist Exam. 

July 2003 

 12/02 Additional practice “essay” and multiple-choice 
questions were added to board’s web site. 

 

 7/03 Licensing Committee will invite the deans from the 6 
California pharmacy schools to its September meeting 
to discuss examination issues. 

 

8. Develop statutory language to grant the Board of Pharmacy the 
authority to grant waivers for innovative, technological and 
other practices to enhance the practice of pharmacy and 
patient care that would have oversight by an independent 
reviewing body during the study.  

July 2003 

9. Explore the feasibility and need to regulate Pharmacy Benefit 
Managers (PBMs). 

July 2003 

 12/02 Discussed the need to regulate PBMs and had a 
representative from the Department of Managed Care 
to provide information on their oversight responsibility. 

 

 12/02 Recommended that the PBM discussion continue at the 
January Board Meeting. 

 

 1/04 Board created an ad hoc Committee on PBM regulation 
comprised of 3 public board members. 

 

 3/03 Held first Ad Hoc PBM regulation meeting.  

 6/03 Held second Ad Hoc PBM regulation meeting.  
Speakers presented on the development of formularies. 
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Ongoing Objectives 

 

10. 

 

Issue professional and occupational licenses to those individuals and firms that 
meet minimum requirements: 

� Pharmacists 
� Intern pharmacists 
� Pharmacy technicians 
� Foreign educated pharmacists (evaluations) 
� Pharmacies 
� Non-resident pharmacies 
� Wholesaler drug facilities 
� Veterinary food animal drug retailers 
� Exemptees (the non-pharmacists who may operate sites other than 

pharmacies) 
� Out-of-state distributors 
� Clinics 
� Hypodermic needle and syringe distributors 

 9/02 Licensed over 415 new pharmacists within two weeks of results being 
released, approximately 90% issued within 24 hours of receiving fee. 

 9/02 Revised intern processing requirements for foreign graduates who do not 
have a social security number. 

 10/02 Reported licensing data for FY 02/03 at October Board Meeting. 

 11/02 Issued 747 technician registrations in 4 weeks due to redirection of 
resources to process applications and decision not to respond to telephone 
inquiries for status of applications.  Sent out over 500 letters on 
applications that have been deficient since July 1. 

 12/02 Reported that there was a breach of security with the FPGEE examination 
that resulted in the invalidation of scores.  Impact was not known.  FPGEE 
exam is suspended until a new exam is developed by June 2003. 

 1/03 Reported licensing data for FY 02/03 at January Board Meeting. 

 1/03 Board administers license exam to 675 candidates. 

 3/03 Issued 283 out of 385 pharmacist licenses from the January exam. 

 3/03 During 1st quarter of 2003, the board issued 1432 technician registrations. 

 4/03 Reported licensing data for FY 02/03 at April Board Meeting. 

 4/03 Received 912 pharmacist applications and over ½ have been processed. 

 4/03 Developed criteria to evaluate accreditation agencies for approval. 
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 4/03 Began implementation process for pharmacies that compound injectable 
sterile drugs – developed applications, a self-assessment form, a FAQ and 
trained inspectors on the inspection process. 

 4/03 Approved ACHC as an accreditation agency. 

 6/03 Received 103 applications and inspected 76 sites for licensure by July 1. 

 6/03 Scheduled 1,336 applicants for the June examination. 

 6/03 Reported that the FPGEE was administered to 2,100 applicants. 

 7/03 Reported licensing data for FY 02/03 at the July Board Meeting. 

 7/03 Received approximately 6,453 technician applications and issued 6077 
permits.  This is a 43% increase of the permits issued last year. 

11. Assure that pharmacists fulfill continuing education requirements via diversity of 
available programs and through compliance audits.  

 9/02 Held informational hearing on proposed regulation to allow pharmacists to 
obtain CE credit from CE programs approved by other health regulatory 
boards. 

 10/02 Board approved granting CE to pharmacist for attending board meetings. 

 11/02 Regulation change to accept approved CE from other licensing boards is 
pending review by OAL. 

 12/02 Enforcement Committee recommended that 6 hours of CE be granted to 
pharmacists for attending board meetings. 

 1/03 Board agreed to grant 6 hours of CE to pharmacists for attending board 
meetings. 

 4/03 Implemented CE policy for attending April Board Meeting. 

 5/03 Regulation change to accept approved CE from other licensing boards is 
pending review by OAL. 

12. Evaluate the license application process to prevent enforcement problems and 
reduce application review time; implement improvements to the processing of 
applications consistent with protection of public health and safety; determine 
distribution of resources among program components. 

 8/02 Reviewed accuracy of information for licensees on web site and updated 
information. 

 9/02 Suspended the mailing of applications due to fiscal constraints – available 
to download from web site. 

 9/02 Developed procedures to issue “temporary” permits to facilities during an 
application investigation and when there is a change of ownership. 
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 9/02 Continued evaluation of workload on pharmacy technician desk – other 
staff redirected to assist with processing. 

 11/02 Developed procedures to address incomplete applications for changes in 
the PIC, DOBs and change of permits and referral to the Enforcement Unit 
for a citation and fine. 

 12/02 Evaluated workload on site processing desks to redistribute and prioritize 
assignments due to 2 vacancies in the unit. 

 12/02 Developed informational sheets for licensed facilities on what to do when 
changes occur to their operation. 

13. Cashier all application and renewal fees promptly. 

 9/02 Redirected and trained new staff to temporarily assist with renewal 
cashiering. 

14. Provide accurate verification of licensure and other public record information 
requested regarding board licenses. 

 9/02 Received 213 public records request and 1 Subpoena. 

 10/02 Web site hits were 545,474, of these, 171,814 were for web site look-up. 

 12/02 Received 225 public records request and 4 subpoenas. 

 1/03 Web site hits from Oct.- December were 530,253.  Total web site hits for 
January 2002 – December 2002 were 1.9 million. 

 3/03 Received 200 public records requests and 1 subpoena.   

 4/03 Web site hits from Jan. – March 03 were 661,342.  Total web site hits 
from July 1 – March 30 were 1,678,925. 

 7/03 Web site hits from April – June 03 were 751.018. 

 7/03 Web site hits for 02/03 were 2,463,370. 

 7/03 For FY 02/03 received 1,390 public record requests and 11 subpoenas. 

15. Assure the public safety by approving waivers of licensing requirements pursuant 
to Business and Professions Code Sections 4118, 4137, 4197, and California Code 
of Regulations Section 1717. 

 8/02 Noticed regulation change to CCR 1717(e) to allow the delivery of 
medications to non-pharmacy sites when a patient is not present.  Noticed 
without regulation hearing. 

 9/02 Request from Cedars Sinai and Long Beach Medical Centers to extend 
technician check technician study for another two years to pursue legislation 
to allow the practice.  Recommended that it be extended for one year only. 

 10/02 Proposed regulation change to CCR 1717(e) to board for vote. 
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 10/02 Board adopted regulation change to CCR 1717(e). 

 10/02 Request for waiver of CCR 1717(e) from Ramona Pharmacy. 

 10/02 Board granted waiver of CCR 1717(e) to Romona Pharmacy pending 
supervising inspector review. 

 12/02 Adopted amendment to CCR 1717(e) to Office of Administrative Law for 
approval. 

 3/03 Regulation change to CCR 1717(e) became effective.  Waiver is no longer 
necessary. 

16. Review and make recommendations to revise the Pharmacy Law and the board’s 
regulations to reflect current practice. 

 10/02 Recommended changes to the pharmacy technician registration 
requirements and other modifications to clarify law. 

 10/02 Recommended new regulation to allow automated central fill for hospital 
pharmacies. 

 10/02 Board approved changes to the pharmacy technician program and central 
fill for hospital pharmacies – Referred to Legislation/Regulation Committee. 

17. Continuously review and develop written exams to ensure they fairly and 
effectively test the knowledge, skills and abilities of importance to the practice of 
pharmacy in California. 

 8/02 Held retreat to plan future examinations. 

 10/02 Report from Competency Committee on the pharmacist licensure 
examination. 

 10/02 Will request waiver to extend existing contract for examination consultant 
for one-year because of review of California examination by the Joint 
Legislative Sunset Review Committee. 

 10/02 Waiver to extend existing examination consultant for one year was denied.  
Initiated process to secure new examination consultant contract. 

 1/03 Released RFP for exam consultant. 

 1/03 Report from Competency Committee on the pharmacist licensure 
examination. 

 4/03 Report from Competency Committee on the pharmacist licensure 
examination. 

18. Evaluate the distribution channels of dangerous drugs and dangerous devices from 
manufacturing to patients to ensure the maintenance of drug efficacy, integrity, 
and accountability. 

 7/02 Met with the Veterinary Board regarding the distribution of dangerous 
drugs for animal use in California and via the Internet.  Discussed need to 
clarify pharmacy law. 
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 9/02 Noticed proposed regulations for pharmacies that compound sterile 
products – Regulation hearing scheduled for October Board Meeting. 

 9/02 DCA convened meeting with board, Medical Board and interested parties to 
discuss prescriber dispensing. 

 9/02 Considered proposed regulation change for central fill at hospital 
pharmacies. 

 10/02 Held regulation hearing to establish standards for pharmacies that 
compound medications.  Regulations were tabled for discussion at the 
December Licensing Committee meeting.  Will license pharmacies that 
compound injectable sterile drug products based on current regulations. 

 11/02 Board agreed to joint task force with Medical Board on prescriber 
dispensing.  Enforcement Committee members will participate on task 
force. 

 12/02 Held a public meeting and discussed proposed regulations for pharmacies 
that compound injectable sterile medications. 

 12/02 Agreed to meet with the Department of Health’s State Food and Drug on 
compounding and manufacturing issues. 

 12/02 Held second informational hearing on the standards for pharmacies that 
compound injectable sterile medications. 

 1/03 DCA convened a meeting with Veterinary Board to discuss the distribution 
of dangerous drugs for animal use in CA and via the Internet.  Discussed 
the need to clarify existing law. 

 2/03 Legislation was introduced to clarify the dispensing of dangerous drugs for 
animal use in CA and via the Internet to clarify and strengthen the law (SB 
175).  Amendments were suggested and identified facility licensure for CA 
veterinarian school. 

 3/03 Discussed with DHS – State Food and Drug the goal of future meetings to 
address compounding and manufacturing.  A task force will be formed upon 
the conclusion of the PBM ad hoc committee. 

 4/03 Scheduled hearing on proposed amendments to sterile compounding 
regulation. 

 4/03 Board adopted the sterile compounding regulation with some minor 
modifications. 

 4/03 Board took a support position on SB 175. 

 
 


